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ENFORCEMENT  POLICY  FOR  CERTAIN 
COMPLIANCE  CORRESPONDENCE 

Notices  of  Adverse  Findings — Regulatory 
Letters 

AGENCY:  Pood  and  Drug  Administra¬ 
tion. 

ACTION:  Proposed  rule. 

SUMMARY:  This  document  proposes 
regulations  describing  the  practices 
and  procedures  for  two  forms  of  com¬ 
pliance  correspondence  for  judicially 
and  administratively  enforced  sanc¬ 
tions.  A  “Notice  of  Adverse  Findings” 
or  a  “Regulatory  Letter”  is  issued  by 
the  Food  and  Drug  Administration 
(FDA)  to  advise  an  individual  or  firm 
that  its  products  or  operations  are  in 
violation  of  one  or  more  of  the  laws 
FDA  administers.  Issuance  of  such 
notice  indicates  that  FDA  expects 
prompt  correction  of  the  violative  con¬ 
ditions  reported.  Furthermore,  a 
notice  that  is  conspicuously  headed 
“Regulatory  Letter”  indicates  that 
FDA  has  completed  its  review  and  is 
prepared  to  take  administrative  action 
or  recommend  court  enforcement  pro¬ 
ceedings  if  the  violations  identified  are 
not  rectified  or,  when  appropriate,  cor¬ 
rective  action  is  not  initiated  within 
the  time  prescribed. 

The  proposed  regulations  will  not 
affect  letters  advising  of  actions  taken 
with  respect  to  new  drug  applications 
(NDA’s)  or  letters  granting  or  denying 
emergency  food  processing  permits. 
Neither  will  they  apply  to  or  affect 
letters  that  do  not  address  specific  ex¬ 
isting  violative  practices,  conditions,  or 
products,  e.g.,  responses  to  inquiries, 
scheduling  or  meetings,  confirmation 
of  discussions,  and  letters  stating  the 
agency’s  official  position  on  a  regula¬ 
tory  or  legal  matter. 

DATES:  Written  comments  on  or 
before  August  22,  1978.  The  agency 
will  continue  to  operate  as  it  has  in 
the  past  during  the  comment  period 
with  respect  to  the  issuance  of  Regula¬ 
tory  Letters. 

ADDRESS:  Written  comments  to  the 
Hearing  Clerk  (HFC-20),  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Gary  Dykstra,  Assistant  to  Director, 
Compliance  Coordination  Policy 
Staff  (HFC-13),  Food  and  Drug  Ad¬ 
ministration,  Department  of  Health, 
Education,  and  Welfare,  5600  Fish¬ 


ers  Lane,  Rockville,  MD  20857,  301- 

443-3470. 

SUPPLEMENTARY  INFORMATION: 
In  a  proposal  published  in  the  Federal 
Register  of  September  3,  1975  (40  FR 
40682)  governing  FDA  adminstrative 
practices  and  procedures,  the  Commis¬ 
sioner  announced  his  conclusion 
“•  •  •  that  a  thorough  review  of 
agency  practices  and  procedures 
should  be  undertaken,  and  that  com¬ 
prehensive  regulations  should  be 
adopted  to  codify  existing  require¬ 
ments,  establish  new  requirements 
where  none  currently  exist,  and  con¬ 
form  present  regulations  so  that  prac¬ 
tices  and  procedures  will  be  applied 
consistently  throughout  the  agency.” 
The  regulations  proposed  in  this 
notice  would  codify  one  important  seg¬ 
ment  of  the  agency’s  enforcement 
practices  and  procedures.  Regulations 
governing  informal  hearings  before  re¬ 
ports  for  criminal  prosecution  have 
been  published  in  the  Federal  Regis¬ 
ter  of  February  4,  1977  (42  FR  6801). 
Proposed  recall  policy  and  procedures 
were  published  in  the  Federal  Regis¬ 
ter  of  June  30,  1976  (41  FR  26924), 
and  final  regulations  on  recall  policy 
and  procedures  were  published  in  the 
Federal  Register  of  June  16,  1978  (43 
FR  26202),  and  proposed  regulations 
relating  to  the  issuance  of  publicity 
were  published  in  the  Federal  Regis¬ 
ter  of  March  4,  1977  (42  FR  12436). 

Subpart  N  of  Part  2,  under  which 
the  final  regulations  concerning  the 
procedures  for  informal  hearings 
before  report  for  criminal  prosecution 
and  the  proposed  recall  and  publicity 
regulations  were  published,  was  reco¬ 
dified  under  Part  7— Enforcement 
Policy  in  the  Federal  Register  of 
March  22,  1977  (42  FR  15553).  All  is¬ 
suances  on  enforcement  policy  pub¬ 
lished  subsequent  to  recodification 
appear,  therefore,  under  the  newly  es¬ 
tablished  Part  7. 

Legal  Authority  and  FDA  Policy 

The  primary  mission  of  FDA,  protec¬ 
tion  of  consumer  health  and  safety,  is 
accomplished  by  administering  and  en¬ 
forcing  provisions  of  several  Federal 
statutes,  including:  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  301 
et  seq.  (hereafter  “the  act”));  the  Fed¬ 
eral  Caustic  Poison  Act  (15  U.S.C.  401- 
411);  the  Fair  Packaging  and  Labeling 
Act  (15  U.S.C.  1451  et  seq.);  and  provi¬ 
sions  of  the  Public  Health  Service  Act 
relating  to  human  biologies,  including 
blood  and  blood  products  and  the  con¬ 
trol  of  communicable  diseases  (42 
U.S.C.  262  and  263),  electronic  product 
radiation  control  (42  U.S.C.  263b 
through  263n),  and  interstate  travel 
food  sanitation,  including  milk  and 
food  service  sanitation  and  shellfish 
sanitation  (42  U.S.C.  264).  Each  of 
these  statutes  provides  FDA  with  one 
or  more  judicially  or  administratively 
enforceable  sanctions  against  violative 


products,  firms,  or  individuals;  these 
sanctions  include  seizure,  injunction, 
license  revocation,  civil  fines,  and 
criminal  prosecution. 

FDA  is  under  no  legal  obligation  to 
warn  firms  or  individuals  that  they  or 
their  products  are  in  violation  of  the 
law  before  taking  formal  regulatory 
action.  Responsible  corporate  officials 
who  voluntarily  assume  positions  of 
authority  in  regulated  business  enter¬ 
prises  that  provide  services  and  prod¬ 
ucts  vitally  affecting  the  public  health 
have  a  primary  legal  duty  to  imple¬ 
ment,  in  the  first  instance,  whatever 
measures  are  necessary  to  ensure  that 
their  products,  facilities,  and/or  oper¬ 
ations  are  at  all  times  in  compliance 
with  the  law.  In  addition,  the  law  pre¬ 
sumes  that  these  individuals  are  fully 
aware  of  their  responsibilities. 

If  FDA  had  unlimited  resources.  It 
would  seek  to  pursue  all  violations  vi¬ 
gorously.  Practically,  of  course,  unlim¬ 
ited  resources  are  not  available.  Conse¬ 
quently,  decisions  must  be  made  re¬ 
garding  the  relative  priority  of  indus¬ 
try-wide  compliance  programs.  Similar 
decisions  must  be  made  as  to  which  in¬ 
dividual  offenders  and  violative  prod¬ 
ucts  should  be  proceeded  against  and 
the  type  of  regulatory  action  to  be 
taken.  In  some  cases  it  may  be  suffi¬ 
cient  simply  to  notify  individuals  and 
firms  that  they  are  in  violation  of  the 
law.  In  other  cases  it  may  be  necessary 
to  invoke  administrative  and/or  judi¬ 
cial  sanctions.  The  Commissioner  be¬ 
lieves  that  in  enacting  section  306  of 
the  act  (21  U.S.C.  336),  Congress  fully 
intended  the  FDA  exercise  such  judg¬ 
ment. 

A  basic  precept  of  FDA  enforcement 
policy  is  the  belief  that  the  majority 
of  persons  desire  to  comply  with  the 
law,  and  that  voluntary  compliance 
will  be  fostered  by  providing  informa¬ 
tion  as  to  what  is  required  and  by 
pointing  out  violations  as  soon  as  they 
occur. 

Congress  recognized  that  immediate 
resort  to  formal  judicial  or  administra¬ 
tive  process  does  not  always  protect 
the  consumer  efficiently  because  of 
the  amount  of  time  and  resources  nec¬ 
essary  to  institute  and  complete  court 
or  other  formal  enforcement  proceed¬ 
ings.  Indeed,  under  section  306  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  336)  and  section  360C(d)  of 
the  Public  Health  Service  Act  regard¬ 
ing  electronic  product  radiation  con¬ 
trol  (42  U.S.C.  263k(d)),  the  Commis¬ 
sioner  in  certain  circumstances  has 
specific  discretionary  authority  to  pro¬ 
vide  written  notification  to  firms  or  in¬ 
dividuals  that  they  or  their  products 
are  in  violation  of  the  law. 

Notification  of  violations  is  given  in 
several  ways.  Probably  the  most  im¬ 
portant  is  the  use  of  letters  to  bring 
adverse  findings  to  the  attention  of 
management.  In  addition,  the  agency 
publishes  regulations,  holds  instruc- 
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tional  workshops  and  meetings,  works 
with  individual  firms  in  identifying 
critical  areas  in  production  and  quality 
control,  provides  written  guidance 
through  advisory  opinions,  publishes 
various  instructional  materials  and 
aids,  and  publicizes  requirements  for 
compliance. 

Since  1972,  the  agency  has  used  two 
types  of  letters:  The  Regulatory 
Letter  and  the  Report  of  Inspectional 
Finding  (also  known  as  Information 
Letter).  While  the  primary  purpose  of 
both  letters  was  to  solicit  prompt  cor¬ 
rection  by  management,  neither  letter 
was  intended  to  commit  the  agency  to 
take  legal  action  if  the  necessary  re¬ 
medial  measures  were  not  undertaken. 
Over  the  years,  the  criteria  and  proce¬ 
dures  governing  their  issuance,  the 
nature  of  the  followup  conducted  by 
FDA,  and  the  agency’s  policy  with  re¬ 
spect  to  inadequate  responses  became 
more  detailed  and  forma1  ized  (refs.  1 
through  3).  The  agency’s  current  regu¬ 
latory  philosophy  is  reflected  in  FDA 
Compliance  Policy  Guide  No.  7153-04 
(ref.  4),  which  provides  that  seizure 
and/or  injunction  would  be  obviated 
by  adequate  voluntary  corrective 
action,  but  that  correction  would  not 
necessarily  preclude  criminal  prosecu¬ 
tion,  or  civil  penalties,  under  the  Radi¬ 
ation  Control  for  Health  and  Safety 
Act  of  1968. 

Revised  Nomenclature  and  Policy 

The  Commissioner  has  reviewed  the 
agency’s  current  policy  and  procedures 
relating  to  Regulatory  and  Informa¬ 
tion  Letters  and  has  concluded  that 
they  should  be  clarified  and  modified. 
Therefore,  the  Commissioner  is  pro¬ 
posing  to  redefine  and  establish  new 
nomenclature  for  correspondence  de¬ 
signed  to  stimulate  voluntary  remedial 
action.  Notices  of  Adverse  Findings 
will  generally  replace  Information  Let¬ 
ters;  the  terminology  for  Regulatory 
Letters  will  remain  the  same.  Under 
the  new  policy,  when  the  agency  issues 
a  Regulatory  Letter  and  voluntary  cor¬ 
rective  action  is  not  promptly  taken, 
judicial  and/or  administrative  pro¬ 
ceedings  will  generally  be  instituted. 

Notice  op  Adverse  Findings 

Surveillance  is  maintained  over 
firms  and  organizations  subject  to 
FDA  jurisdiction  in  a  variety  of  ways. 
These  include  inspection,  product 
analyses,  application/petition  review, 
advertisement  review,  cooperative  ar¬ 
rangements  with  State  and  local  offi¬ 
cials,  and  solicitation  of  consumer  and 
trade  complaints.  As  a  result  of  any 
one  of  these  activities,  the  agency  may 
discover  violations  of  the  acts  and  reg¬ 
ulations  which  it  is  responsible  for  en¬ 
forcing.  It  is  the  policy  of  the  agency 
that,  once  uncovered,  a  violation 
should  be  promptly  brought  to  the  at¬ 
tention  of  management  officials  re¬ 
sponsible  for  the  unlawful  practice. 


condition,  or  product.  Although  the 
first  notification  may  be  a  seizure,  in¬ 
junction,  or  publication  of  a  Federal 
Register  notice  (e.g.,  notice  of  oppor- 
unity  for  hearing),  it  is  most  often 
conveyed  to  responsible  management 
by  means  of  official  correspondence.  It 
is  important,  therefore,  that  responsi¬ 
ble  individuals  understand  that  a 
Notice  of  Adverse  Findings  indicates 
FDA’s  awareness  of  a  violation  that 
must  be  corrected.  It  also  indicates 
that  the  agency  is  requesting  volun¬ 
tary  correction  without  having  made 
any  final  decision  on  whether  to  com¬ 
mence  administrative  or  legal  action. 

Each  Notice  of  Adverse  Findings  will 
be  conspicuously  titled  “Notice  of  Ad¬ 
verse  Findings,’’  will  specify  which 
section(s)  of  the  law  and/or  regula¬ 
tions  have  been  violated,  and  will 
briefly  describe  the  facts  establishing 
the  violation.  The  notice  will  be  ad¬ 
dressed  to  named  individuals  who,  to 
the  extent  that  can  be  readily  ascer¬ 
tained  by  FDA,  are  believed  responsi¬ 
ble  for  the  violation.  These  individuals 
are  expected  to  provide  a  full  response 
to  a  designated  agency  official  within 
a  stated  time  period.  The  response 
must  specifically  describe  each  step 
being  taken  to  effect  complete  correc¬ 
tion  of  each  identified  violation.  Com¬ 
plete  correction,  in  this  context,  in¬ 
cludes  measures  taken  to  prevent  the 
recurrence  of  similar  violations.  For 
example,  notice  of  inadequate  record¬ 
keeping  under  the  good  manufactur¬ 
ing  practice  regulations  (21  CFR  210.3 
et  seq.)  with  respect  to  one  or  more 
products  should  alert  the  firm  to 
review  all  records  for  all  of  its  prod¬ 
ucts  for  similar  violations.  Similarly, 
an  indication  of  rodent  or  insect  infes¬ 
tation  in  one  warehouse  of  a  firm 
should  cause  the  firm  to  intensify  its 
rodent  control  program  in  all  its  food 
storage  facilities.  It  may  also  require 
complete  removal  of  a  violative  prod¬ 
uct  from  the  marketplace. 

While  the  time  for  response  speci¬ 
fied  in  a  Notice  of  Adverse  Findings 
will  depend  on  the  nature  of  the  viola¬ 
tion,  the  content  of  the  response  is  the 
same:  the  designated  agency  official 
must  be  informed  of  each  step  that 
has  been  taken  or  is  being  taken  to 
correct  the  violation  and  prevent  its 
recurrence. 

If  a  response  is  not  timely  or  is  oth¬ 
erwise  unsatisfactory,  FDA  will  con¬ 
duct  a  suitable  followup  investigation. 
Also,  FDA  may  conduct  a  followup  in¬ 
vestigation  even  though  the  response 
is  judged  adequate,  to  verify  that  the 
promised  corrective  action  has  oc¬ 
curred.  Since  Notices  of  Adverse  Find¬ 
ings  are  intended  to  produce  immedi¬ 
ate  correction,  recipients  of  these  let¬ 
ters  will  be  expected  to  give  them  the 
highest  priority.  The  only  adequate 
response  to  this  type  of  letter  is  imme¬ 
diate  and  complete  correction  of  the 
violation.  Whenever  a  followup  is  con¬ 


ducted,  a  report  will  be  filed  specifying 
the  nature  (e.g.,  plant  inspection,  la¬ 
beling  check) .  Jid  results  of  the  follow¬ 
up. 

All  Notices  of  Adverse  Findings  will 
be  filed  for  public  inspection  with  the 
Hearing  Clerk  upon  their  issuance. 
Any  response  to  a  Notice  of  Adverse 
Findings  will  be  posted  with  the  Hear¬ 
ing  Clerk  upon  receipt. 

Regulatory  Letter 

A  Notice  of  Adverse  Findings  leaves 
the  agency  with  flexibility  in  deter¬ 
mining  whether  or  not  to  proceed  with 
administrative  or  legal  action.  Because 
of  the  varying  nature  and  seriousness 
of  violations  that  may  occur,  the 
agency  may  in  some  cases  conclude 
that,  in  the  absence  of  prompt  and  ef¬ 
fective  correction,  administrative 
action  and/or  judicial  enforcement 
action  should  be  instituted  immediate¬ 
ly.  In  such  instances,  a  Regulatory 
Letter  represents  a  “promise  to  sue’’ 
on  the  part  of  FDA.  Regulatory  Let¬ 
ters  are  most  likely  to  be  issued  to 
bring  about  prompt  correction  of  vio¬ 
lations  posing  a  hazard  to  health  rnd 
violations  involving  economic  decep¬ 
tion.  A  Regulatory  Letter  will  not  be 
issued  when  the  agency  has  reason  to 
believe  the  violation  is  intentional,  fla¬ 
grant,  part  of  a  history  of  similar  or 
substantially  similar  conduct,  or  indi¬ 
cates  a  callous  disregard  for  potential 
consequences  to  the  health  or  safety 
of  the  consumer.  In  these  instances, 
the  agency  will  move  immediately  to 
institute  administrative  action  and/or 
request  court  enforcement  action. 

The  salient  characteristic  of  the 
Regulatory  Letter  is  its  unequivocal 
message  to  the  recipient  that,  unless 
adequate  corrective  action  is  taken 
promptly,  FDA  is  committed  to  seek 
administrative  and/or  judicial  sanc¬ 
tions  to  effect  correction,  i.e.,  seizure, 
injunction,  license  suspension/revoca¬ 
tion,  civil  fines,  and/or  criminal  pros¬ 
ecution.  Although  the  usual  period  al¬ 
lowed  for  reply  to  a  Regulatory  Letter 
will  be  10  days,  some  situations,  e.g., 
recall  of  a  hazardous  product,  require 
that  the  response  time  be  considerably 
shortened.  Only  in  the  most  unusual 
circumstances  will  a  longer  time  for  re¬ 
sponse  be  provided. 

All  Regulatory  Letters  will  be  filed 
for  public  inspection  with  the  Hearing 
Clerk  upon  their  issuance.  Any  re¬ 
sponse  to  a  Regulatory  Letter  will  be 
posted  with  the  Hearing  Clerk  upon 
receipt.  _ 

Summary 

Responsible  individuals  and  firms 
must  not  assume  that  they  will  auto¬ 
matically  receive  any  kind  of  written 
warning  before  the  agency  seeks  ad¬ 
ministrative  or  judicial  relief.  Further¬ 
more,  recipients  of  a  Notice  of  Adverse 
Findings  letter  may  or  may  not  receive 
a  Regulatory  Letter  before  FDA  initi- 
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ates  court  enforcement  or  administra¬ 
tive  proceedings.  A  Regulatory  Letter 
may  be  issued  even  if  no  Notice  of  Ad¬ 
verse  Findings  has  previously  been 
issued.  Each  type  of  letter  addresses  a 
different  type  of  specific  violation  that 
the  agency  expects  to  be  corrected. 
Complete  and  prompt  voluntary  cor¬ 
rection  of  the  violation  ordinarily  will 
forestall  seizure  and/or  injunction 
concerning  that  violation  so  long  as  it 
remains  corrected,  but  such  action  will 
not  preclude  the  institution  of  admin¬ 
istrative  or  criminal  proceedings 
(except  under  the  Fair  Packaging  and 
Labeling  Act,  which  contains  no  crimi¬ 
nal  sanctions)  or  impositions  of  civil 
fines  under  the  Radiation  Control  for 
Health  and  Safety  Act  of  1968.  The 
promptness  and  completeness  of  a  vol¬ 
untary  correction  may,  however,  be 
taken  into  account  with  other  factors 
in  considering  the  need  for  and  appro¬ 
priateness  of  such  subsequent  adminis¬ 
trative  sanctions,  civil  or  criminal 
sanctions,  or  civil  fines. 

If  a  response  is  unsatisfactory,  FDA 
will  conduct  a  followup  investigation. 
In  addition,  FDA  may  conduct  follow¬ 
up  investigations  even  where  the  re¬ 
sponse  is  found  adequate. 

The  Commissioner  has  carefully 
considered  the  environmental  effects 
of  the  proposed  regulation  and,  be¬ 
cause  the  proposed  action  will  not  sig¬ 
nificantly  affect  the  quality  of  the 
human  environment,  has  concluded 
that  an  environmental  impact  state¬ 
ment  is  not  required.  A  copy  of  the  en¬ 
vironmental  impact  assessment  is  on 
file  with  the  Hearing  Clerk,  Food  and 
Drug  Administration.  This  proposal 
establishes  agency  operating  proce¬ 
dures  that,  by  their  very  nature,  will 
not  have  any  economic  impact.  Howev¬ 
er,  proposals  utilizing  these  proce¬ 
dures  may  have  an  economic  impact. 
They  will  be  evaluated  for  economic 
impact  separately. 

The  Commissioner  proposes  to  make 
the  final  regulation  effective  60  days 
after  the  date  of  its  publication  in  the 
Federal  Register.  The  agency  will 
continue  to  operate  as  it  has  in  the 
past  during  the  comment  period  with 
respect  to  the  issuance  of  regulatory 
letters. 
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9  a.m.  and  4  p.m.,  Monday  through 
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1.  Policy  Guidance  Statement, 
August  1972; 

2.  Regulatory  Letter  Experimental 
Procedure,  1973; 

3.  Regulatory  Procedures  Manual 
Revision,  October  1974; 

4.  FDA  Compliance  Policy  Guide  No. 
7153-04,  October  1974;  and 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  701(a), 
Pub.  L.  717,  52  Stat.  1055  (21  U.S.C. 
371(a));  sec.  360C(d),  Pub.  L.  410,  82 
Stat.  1184-1185  (42  U.S.C.  263k(d))) 
and  under  authority  delegated  to  him 
(21  CFR  5.1),  the  Commissioner  pro¬ 
poses  to  amend  Part  7  as  follows: 

1.  By  amending  §  7.3  in  Subpart  A  by 
adding  new  paragraphs  (q)  and  (r)  to 
read  as  follows: 

§  7.3  Definitions. 

*  •  •  •  • 

(q)  “Notice  of  Adverse  Findings” 
means  correspondence  addressed  to 
the  management  of  a  firm  from  FDA, 
intended  to  effect  prompt  and  com¬ 
plete  correction  of  a  violative  product 
and/or  condition. 

(r)  “Regulatory  Letter”  means  corre¬ 
spondence  addressed  to  the  manage¬ 
ment  of  a  firm  from  FDA,  intended  to 
effect  prompt  and  complete  correction 
of  a  violative  and  product  and/or  con¬ 
dition.  In  the  absence  of  responsive 
action,  such  correspondence  is  a  direct 
prelude  to  the  institution  of  judicial  or 
administrative  proceedings. 

2.  By  establishing  new  Subpart  B, 
consisting  at  this  time  of  §§  7.20 
through  7.34,  to  read  as  follows: 

Subpart  B — Notice  of  Advert*  Finding*  and 
Regulatory  Letter 

Sec. 

7.20  Policy  regarding  Notice  of  Adverse 
Findings  and  Regulatory  Letter. 

7.25  Criteria  for  issuance  of  Notice  of  Ad¬ 
verse  Findings. 

7.26  Format  of  Notice  of  Adverse  Findings. 

7.28  Response  to  Notice  of  Adverse  Find¬ 
ings. 

7.29  Public  disclosure  of  Notice  of  Adverse 
Findings. 

7.30  Criteria  for  issuance  of  Regulatory 
Letter. 

7.31  Format  of  Regulatory  Letter. 

7.33  Response  to  Regulatory  Letter. 

7.34  Public  display  of  Regulatory  Letter. 

Subpart  B — Notice  of  Advene  Finding*  and 
Regulatory  letter 

§7.20  Policy  regarding  Notice  of  Adverse 
Findings  and  Regulatory  Letter. 

(a)  The  Food  and  Drug  Administra¬ 
tion  is  under  no  legal  obligation  to 
warn  firms  or  individuals  that  they  or 
their  products  are  in  violation  of  the 
law  before  initiating  formal  regulatory 
action.  Responsible  corporate  officials 
who  voluntarily  assume  positions  of 
authority  in  regulated  business  enter¬ 
prises  that  provide  services  and  prod¬ 
ucts  vitally  affecting  the  public  health 
have  a  primary  legal  duty  to  imple¬ 
ment,  in  the  first  instance,  whatever 
measures  are  necessary  to  ensure  that 
their  products,  facilities,  and  oper¬ 
ations  are  at  all  times  in  compliance 
with  the  law.  In  addition,  the  law  pre¬ 


sumes  that  these  individuals  are  fully 
aware  of  their  responsibilities.  Accord¬ 
ingly,  responsible  individuals  should 
not  assume  they  will  receive  a  Notice 
of  Adverse  findings  or  Regulatory 
Letter  before  the  agency  initiates  an 
administrative  action  or  recommends 
an  injunction,  seizure,  and/or  criminal 
proceedings. 

(b)  The  primary  purpose  of  Notices 
of  Adverse  Findings  and  Regulatory 
Letters  is  to  provide  responsible  per¬ 
sons  in  regulated  firms  an  opportunity 
promptly  to  bring  themselves,  their 
firms,  and/or  products  into  complete 
compliance  with  the  law.  When  indi¬ 
viduals  promptly  and  adequately  re¬ 
spond  to  the  letters  and  correct  not 
only  those  violations  specifically  iden¬ 
tified,  but  also  those  reasonably  relat¬ 
ed  thereto,  the  agency  will  ordinarily 
refrain  from  initiating  seizure  or  in¬ 
junction  proceedings  with  respect  to 
the  corrected  violation  so  long  as  it  re¬ 
mains  corrected.  Although  prompt  and 
complete  correction  will  not  preclude 
the  possibility  of  subsequent  criminal 
proceedings  for  that  violation,  such 
correction  may  be  considered  by  the 
agency  as  an  important,  but  not  dis¬ 
positive,  factor  in  evaluating  the  ap-' 
propriateness  of  prosecution. 

§7.25  Criteria  for  issuance  of  Notice  of 
Adverse  findings. 

When  the  Food  and  Drug  Adminis¬ 
tration  has  evidence  that  any  firm, 
product,  and/or  individual  is  in  viola¬ 
tion  of  the  law,  and  after  application 
of  the  following  criteria,  a  Notice  of 
Adverse  Findings  may  issue: 

(a)  A  violation  of  the  law  has  oc¬ 
curred  or  there  is  evidence  that  an  ex¬ 
isting  practice  may  lead  to  a  violation 
if  left  uncorrected; 

(b)  The  history  of  the  individuals 
and/or  firm  or  other  circumstances  in¬ 
dicate  that  there  is  a  likelihood  of 
prompt  and  complete  correction;  and 

(c)  The  agency  has  elected  to  re¬ 
quest  voluntary  action  and  has  not 
made  a  final  decision  to  seek  formal 
administrative  or  judicial  relief  in  the 
event  immediate  and  complete  correc¬ 
tion  is  not  effected.  • 

§  7.26  Format  of  Notice  of  Adverse  Find¬ 
ings. 

A  Notice  of  Adverse  Findings  shall: 

(a)  Be  titled  “Notice  of  Adverse 
Findings.” 

(b)  Be  issued  by  a  regional  food  and 
drug  director  or  district  director,  direc¬ 
tor  of  a  bureau  compliance  office  or 
the  Associate  Commissioner  for  Regu¬ 
latory  Affairs. 

(c)  Be  issued  to  the  most  readily 
identifiable  responsible  individuals,  in¬ 
cluding  the  individual  most  closely  re¬ 
lated  to  the  violation  (in  the  case  of  li¬ 
censed  biologies,  that  person  designat¬ 
ed  pursuant  to  §600.10  of  this  chap¬ 
ter),  his  superior,  and  the  highest 
known  official  in  the  enterprise.  The 
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failure  to  name  a  specific  business 
entity  or  individual(s)  in  a  Notice  of 
Adverse  Findings  shall  not  preclude 
the  agency  from  naming  that  entity  or 
individual(s)  as  a  party  in  any  subse¬ 
quent  administrative  or  judicial  pro¬ 
ceeding.  t 

(d)  Specify  which  section(s)  of  the 
law  and/or  regulations  alleged  by  the 
agency  have  been  violated,  and  pro¬ 
vide  a  brief  description  of  the  facts 
that  establish  the  violation.  The  fail¬ 
ure  to  name  a  specific  section  of  the 
law  and/or  regulation  or  the  failure  to 
include  a  specific  fact  shall  not  pre¬ 
clude  the  agency  from  citing  such  au¬ 
thority  or  fact  in  a  subsequent  admin¬ 
istrative  or  judicial  proceeding. 

(e)  Request  a  detailed  written  re¬ 
sponse  within  a  definite  period  of 
time,  which  response  sets  forth  each 
step  that  has  been  taken  or  is  being 
taken  to  correct  the  violation^ )  com¬ 
pletely,  including,  where  appropriate, 
recall,  reconditioning,  and/or  destruc¬ 
tion  of  violative  products.  The  letter 
shall  also  request  an  explanation  of 
each  step  being  taken  to  prevent  the 
recurrence  of  similar  violations  in  the 
future.  The  letter  shall  provde  that 
when  corrective  action  is  not  complet¬ 
ed  within  the  time  provided,  the  re¬ 
spondent  shall  state  the  time  within 
which  the  corrections)  will  be  com¬ 
pleted  and  the  reason  for  the  delay. 

(f)  Designate  a  specific  agency  offi¬ 
cial  to  whom  the  response  shall  be 
sent. 

(g)  Be  sent  by  certified  mail,  return 
receipt  requested.  When  other  means 
of  written  notification  are  used,  appro¬ 
priate  measures  will  be  used  to  ensure 
and  document  receipt. 

§  7.28  Response  to  Notice  of  Adverse  Find¬ 
ings. 

A  response  to  a  Notice  of  Adverse 
Findings  shall: 

(a)  Be  made  within  the  stated  period 
of  time. 

(b)  Specifically  identify  each  correc¬ 
tive  step  taken  and/or  intended  to  be 
taken,  including  measures  to  prevent 
the  recurrence  of  the  violation  and  all 
similar  violations  and,  where  applica¬ 
ble,  all  steps  being  taken  to  recall,  re¬ 
condition,  and/or  destroy  violative 
products.  Where  the  corrective  action 
will  take  longer  than  the  time  allowed 
for  response,  the  respondent  shall 
state  the  time  within  which  the  cor¬ 
rective  measure  is  to  be  completed  and 
the  reason  for  the  delay. 

(c)  Explain  the  reason  for  the  viola¬ 
tion  or  why  the  respondent  does  not 
believe  a  violation  exists. 

(d)  Be  directed  to  the  agency  official 
designated  in  the  letter. 

(e)  Represent  a  single  institutional 
reply. 

(f)  Be  signed  by  a  responsible  indi¬ 
vidual  from  the  firm. 


§7.29  Public  disclosure  of  Notice  of  Ad¬ 
verse  Findings. 

Notices  of  Adverse  Findings  shall  be 
available  for  public  review  in  the 
office  of  the  Hearing  Clerk,  Food  and 
Drug  Administration,  at  the  time  of  is¬ 
suance.  Responses  to  such  letters  shall 
also  be  posted  upon  receipt. 

§  7.30  Criteria  for  issuance  of  a  Regula¬ 
tory  Letter. 

When  the  Food  and  Drug  Adminis¬ 
tration  has  evidence  that  any  firm, 
product,  and/or  individual  is  in  viola¬ 
tion  of  the  law,  and  after  application 
of  the  criteria  set  forth  in  paragraphs 

(a)  and  (b)  of  this  section,  a  Regula¬ 
tory  Letter  may  issue. 

(a)  Except  as  provided  in  paragraph 
(c)  of  this  section,  a  Regulatory  Letter 
may  issue  when  all  of  the  following 
conditions  exist: 

(1)  The  violation  warrants  the  appli¬ 
cation  of  judicial  or  administrative 
sanctions ); 

(2)  The  agency  is  committed  to  initi¬ 
ate  administrative  action  or  seek  judi¬ 
cial  relief  if  complete  correction  is  not 
promptly  achieved:  and 

(3)  The  history  of  the  individual(s) 
or  firm  indicates  that  there  is  a  strong 
likelihood  of  prompt  and  complete 
correction. 

(b)  A  Regulatory  Letter  may  issue 
for  the  purpose  of  effecting  an  FDA- 
requested  recall. 

(c)  The  agency  may  initiate  an  ad¬ 
ministrative  action  or  recommend 
court  enforcement  proceedings  with¬ 
out  previously  issuing  a  Regulatory 
Letter  whenever  it  deems  the  Regula¬ 
tory  Letter  inappropriate.  For  exam¬ 
ple,  the  agency  will  not  issue  a  Regula¬ 
tory  Letter  when: 

(1)  The  violation  reflects  a  history  of 
repeated  br  continuous  conduct  of  a 
similar  or  substantially  similar  nature; 
an  intentional  or  flagrant  act;  or  a 
lack  of  appreciation  or  regard  for  the 
potential  consequences  for  consumer 
health  or  safety. 

(2)  The  firm  and/or  individual(s) 
have  been  notified  at  any  time  previ¬ 
ously  of  a  similar  or  substantially  simi¬ 
lar  violation. 

§  7.31  Format  of  Regulatory  Letter. 

A  Regulatory  Letter  shall: 

(a)  Be  titled  “Regulatory  Letter.” 

(b)  Be  issued  by:  (1)  A  regional  food 
and  drug  director  or  district  director 
when  direct  reference  authority  exists; 
when  such  authority  does  not  exist, 
with  prior  approval  from  the  director 
of  the  appropriate  bureau,  director  of 
bureau  compliance  office,  or  when 
necessary,  the  Associate  Commissioner 
for  Regulatory  Affairs;  or 

(2)  An  appropriate  bureau  director, 
the  Commissioner  or  their  desingees. 

(c)  Be  issued  to  the  most  readily 
identifiable  responsible  individuals,  in¬ 
cluding  the  individual  most  closely  re¬ 
lated  to  the  violation  (in  the  case  of  li¬ 


censed  biologies,  that  person  designat¬ 
ed  pursuant  to  §600.10  of  this  chap¬ 
ter),  his  or  her  superior,  and  the  high¬ 
est  known  official  in  the  enterprise. 
The  failure  to  name  a  specific  business 
entity  or  individual(s)  in  a  Regulatory 
Letter  shall  not  preclude  the  agency 
from  naming  that  entity  or 
individual(s)  as  a  party  in  any  subse¬ 
quent  administrative  or  judicial  pro¬ 
ceeding. 

(d)  Specify  which  sections(s)  of  the 
law  and/or  regulations  have  been  vio¬ 
lated,  and  provide  a  brief  description 
of  the  facts  that  establish  the  viola¬ 
tion.  The  failure  to  name  a  specific 
section  of  the  law  and/or  regulation  or 
the  failure  to  include  a  specific  fact 
shall  not  preclude  the  agency  from 
citing  such  authority  or  fact  in  a  sub¬ 
sequent  administrative  or  judicial  pro¬ 
ceeding. 

(e)  Request  a  detailed  written  re¬ 
sponse  within  a  definite  period  of 
time,  usually  10  days,  which  sets  forth 
each  step  that  has  been  taken  or  is 
being  taken  to  correct  the  violation(s) 
completely  including,  when  appropri¬ 
ate,  recall,  reconditioning,  and/or  de¬ 
struction  of  violative  products.  The 
letter  shall  also  request  an  explana¬ 
tion  of  each  step  being  taken  to  pre¬ 
vent  the  recurrence  of  similar  viola¬ 
tions  in  the  future.  The  letter  shall 
provide  that  when  corrective  action  is 
not  completed  within  the  time  pro¬ 
vided,  the  respondent  shall  state  the 
time  within  which  the  correction  s) 
will  be  completed  and  the  reason  for 
the  delay. 

(f)  Designate  a  specific  agency  offi¬ 
cial  to  whom  the  response  must  be 
sent. 

(g)  Be  sent  by  certified  mail,  return 
receipt  requested.  When  other  means 
of  written  notification  are  used,  appro¬ 
priate  measures  will  be  used  to  ensure 
and  document  receipt. 

§  7.33  Response  to  Regulatory  Letter. 

A  response  to  a  Regulatory  Letter 
shall: 

(a)  Be  made  within  the  stated  period 
of  time. 

(b)  Specifically  identify  each  correc¬ 
tive  step  taken  and/or  intended  to  be 
taken,  including  measures  to  prevent 
the  recurrence  of  the  violation  and  all 
similar  violations  and,  where  applica¬ 
ble,  steps  being  taken  to  recall,  recon¬ 
dition,  and/or  destroy  violative  prod¬ 
ucts.  Where  the  corrective  action  will 
take  longer  than  time  allowed  for  re¬ 
sponse,  the  respondent  shall  state  the 
time  within  which  the  corrective  meas¬ 
ure  is  to  be  completed  and  the  reason 
for  the  delay. 

(c)  Be  directed  to  the  agency  official 
designated  in  the  letter. 

(d)  Represent  a  single  institutional 
reply. 

(e)  Be  signed  by  a  responsible  indi¬ 
vidual  from  the  firm. 
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§  7.34  Public  display  of  a  Regulatory 
Letter. 

(a)  Except  as  noted  in  paragraph  (b) 
of  this  section,  a  copy  of  the  Regula¬ 
tory  Letter  shall  be  sent  to  the  office 
of  the  Hearing  Clerk,  Pood  and  Drug 
Administration,  at  the  time  of  issu¬ 
ance  and  shall  be  available  for  public 
review.  Responses  to  such  letters  will 
also  be  sent  to  the  Hearing  Clerk  upon 
receipt. 

(b)  A  Regulatory  Letter*  requesting 
product  recall  will  be  posted  upon  re¬ 
ceipt  of  the  response. 

Interested  persons  may,  on  or  before 
August  22,  1978  submit  to  the  Hearing 
Clerk  (HFC-20),  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal. 
Four  copies  of  all  comments  shall  be 
submitted,  except  that  individuals 
may  submit  single  copies  of  comments, 
and  shall  be  identified  with  the  Hear¬ 
ing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this  docu¬ 
ment.  Received  comments  may  be  seen 
in  the  above  office  between  the  hours 
of  9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Note.— The  Food  and  Drug  Administra¬ 
tion  has  determined  that  this  document 
does  not  contain  a  major  proposal  requiring 
preparation  of  an  inflation  impact  state¬ 
ment  under  Executive  Order  11821  and 
OMB  Circular  A-107.  A  copy  of  the  infla¬ 
tion  impact  assessment  is  on  file  with  the 
hearing  Clerk,  Food  and  Drug  Administra¬ 
tion. 

Dated:  June  15,  1978. 

Sherwin  Gardner, 
Acting  Commissioner 
of  Food  and  Drugs. 

[FR  Doc.  78-17591  Filed  6-22-78;  8:45  am] 
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